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R ole 28(aVl) Certificat e 



Parties 



AU parties and intervenors appearmg in this case are listed in the brief 



for the Federal Appellants, 



the 



Rulin gs Under Review 

This is an appeal by the Food and Drug Administration and intervener 
TorPhann, a Division of Apotex, Inc., of the August 19, 1999 final order of 
United States District Court for the District of Columbia. That order was 
issued on remand from this Court in accordance with the Court's July 20, 
1999 decisionandorder,reportedat 182 F.3d 1003. The district court's 
order and accompanying opinion are included in the Joint Appendix at 
pages JA 248 - JA 268. 



Related Cases 



The instant case was previously before this court as Teva 
Pj^^^3^..H..l. T 1<^ A, Tnc. V. United States Food and Drug Administration , 
182 F.3d 1003 (July 20, 1999). 



II 
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We hereby certi 



fy this le^** day of April, 2000 that the foregoing is a 
complete a^d accurate statement regarding the parties, rulings, and related 



cases. 





James N. Czaban 
Geoffrey M. Levitt 



ni 
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5J3,E^UCOSQKATEmSCLOSt»^^ 

counsel of record for Teva Phannaceuticals USA, too. hereby cerdfy 
*at Teva Phannaceutioal Industries. Ltd. is tl.e parent corporation of Teva. 
To the best of our knowledge and belief, no other publicly held company 
o™s n>ore than 10% of Teva's stock. We further state that, insofar as 
relevant to the lidgation before this Court, Teva is engaged in the 
^anufacntre, markedng, sale and distribution of generic phamtaceutical 



products. 




James N. 
Geoffrey 



:Levi 




April 26, 2000 



IV 
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GLOSSARY 



ANDA 



Abbreviated New Drug Application. 
^>^^^^^^ ^ial Marketin&Tr igger 

A .tntutorv provision pursuant to which a Paragraph IV ANDA 
t^^m^s fsO-Day Delay Period starts on the date that a previous 
Sra^ph IV A^^^^ applicant first commercially markets its versi 
of Sglt^ue. s'e'21 U.S.C. § 355a)(5)(B)(iv)(I). 



version 



Court Dec ision 1 ngggr 



A statutory provision pursuant to which a Paragraph IV ANDA 
t^Z^s 1 80-Day Delay Period starts on the date of a quahfymg 
coL decision. FDA's interpretation of this P^i^^^^^^.^^ *^,,. . .„. 
Lderlying issue in this appeal. ie_e 21 U.S.C. § ^55(3)(5)(B)(iv)(II). 



FDA 



The United States Food and Drug Administration, 



FDCA 



Federal Food, Drug, and Cosmetic Act, 
Wotrh-Waxman Amendments 



The Drug Price Competition and Patent Term Restoration Act of 
1984 Pub L No. 98 417, 98 Stat. 1585 (1984). This Act established 
the current system for review and approval of generic drug _ 
appHcations, including the patent challenge system involved m this 



case. 
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UV *.V»fcV ***- 



n^^jOi^m^sB^ii^i^^isi^iOLMmsi^^^ 



'^X'^Z - "™ *e applicant's Paragraph IV Certrfioat.on. 
See 21 U.S.C. § 3550X5)CB)(«i)- 



t .isted Patent 



Z^n. covering ^ ^A-P^^^ ^^^^ ^^^r^ISr"^^' 
^ks^^JTiJftP'toiJBSSkT^e 21 U:S£. § 355(b)(1). 




mhlV 



An ANDA that seeks FDA approval to market a drug prior to tt>e 

S5?SaX^^'^t^S^X^ tSg|f« ^ 

§§ 3550X^>lAAviiAiv; p^^^^^„„t, TV Certification. The filmg of 
Kv ripfmition must contain a raragrapn i v L.cxuii^<au t,i-^^c 

^ P^SSh IVANDA is an act of patent infringement that establishes 

Scatter iurisdicticp for federal courts to hear and decide a 
S'w Stlent Action or a Hatch-Waxman Declaratory 
ini^lt Action. See 35 U.S.C. § 271(e)(2). 



Paragraph 1% 



A certification submitted to FDA as part of an ANDA stating that a 
feteTpa^Tcovering the drug is invalid, unenforceable, or will not he 
»X the fun^e commercial m^keting of the generic version 
for which the ANDA was submitted. See 21 V.h.^- 
§ 355a)(2)(A)(vii)(IV). 



art^oraoh IV Infringement Action 



XI 
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A special type of patent infringement lawsuit which may only be 
brS b?Tholder of a Listed Patent within 45 days of its receip o 
a Saph IV ANDA applicant's Paragraph IV Notification. S^ 21 
U.S.Cr§ 3550)(5)(B)(iii). 




Notification 



A detailed explanation of the factual and legal bases supporting the 
claims made in a Paragraph IV Certification. A Paragraph IV 
Notification must be provided to the holder of the Hsted patent and 
the holder of the approved full New ^rug Application for A^^^^^ for 
which the ANDA was submitted. See 21 U.S.C. § 3550)(2)(B). 

180-Dav Delay Period, or "Generic Exclusivity Period" 

The delay period to be imposed upon the effective date of all 
Paragraph IV ANDAs for which there exists a previously filed 
Paragraph IV ANDA for the same drug. See 21 U.S.C. 
§ 355(j)(5)(B)(iv). (Because this period may be started (or 
"triggered"), and may even expire, before the previous applicant has 
begun marketing, the common temi "generic exclusivity period" is a 
misnomer.) 



xu 
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V *.' ^ >*■ 



INTRODUCTION 

TOs appeal presents the same issue of statutory cons^ction. under 
*e sarr^e set of urrdisputed facts, that this Court addressed in the previous 
appeal of this case. S^ Te«a-S-eutiHlsi^^ '^^ '■'' 

,003 (D.C. Cir. 1999) CTeval")- Only the status of theparties (as 

A T^ Tf^^r^ T the Court ruled that FDA's 
appellants or appellees) has changed, bt TeyaJ. 

refusal to gran, final approval to leva's ANDA for ticlopidine as of 
February 1 0, 1999, was arbitrary and capricious, and remanded to the 
District court for reconsideration of its initial denial of nrandatory injunctive 
relief. On renmd. FDA relied on the same arguments it presented in Teva.1 
3„d on v^hich it continues to rely in this appeal. Based on this Court's 
analysis in TevaJ. the district court also rejected FDA's argumor.s and 
issued the final judgment and injunction from wMch FDA and TorPharm 
now appeal. Te«PhS!Sceutica!^^ No. 99-67. 1999 WL 

1042743 (D.D.C.Aug. 19, 1999). Because FDA has not presented any 
permissible justification for its refusal to grant timely final approval of 
leva's ticlopidine ANDA, the district court's final order and injunction 
should be affirmed. 



1 



Case 1 :05-cv-01 469-JDB Document 1 8-3 Filed 08/25/2005 Page 1 8 of 60 



STATEMENT OF SUBJECT MATTER 
AND APPELLATE JUBJSDICTION 



This action arose 



under the AdBiinistrative Procedure Act, 5 U.S.C. 
1 et sea, and the Federal Food, Drug, and Cosmetic Act, 21 U.S.C. 



§551 etse§ 

§20letseg.rFDCA"). Jurisdiction was proper in the district court 

pursuant to 28 U.S.C. §§ 1331 and 2201, and venue was proper under 28 
U.S.C. § 1391(e). The final order of the district court granting Teva 

and injunctive relief was entered August 1 9, 1 999. TorPharm 
and FDA filed notices of appeal.on August 19, 1999 and October 12, 1999 



declaratory 



respectively. TorPhann asserts that jurisdiction is proper under 28 U.S.C. § 
1291, but FDA claims that the appeal is now moot and should be dismissed. 
Teva takes no position on the mootness issue raised by FDA, but opposes 
FDA's request that the district court's final order and opinion be vacated if 
this Court dismisses on mootness grounds. 
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1. Where 



ISSUES PBESENTED ON APPEAL 

FDA has issued a policy commitment to the generic 



drug industry that FDA will malce all "1 80-day exclusivity period" 
determinations on a »case-hy-case basis," may FDA reft.se to consider 
its of a particular exclusivity period matter based on the 



the ments 



agency's fear that it will lead to additional requests for individualized 
exclusivity period determinations? 

2. May the FDA adopt a statutory interpretation that is 
"naiTOwer than the statute can support," when that interpretation 
would effectively nullify other express statutory provisions, and 
defeat the underlying legislative purposes? 

3. May FDA treat two court decisions differently under the 
statutory "court decision trigger" provisions of the Federal Food, 
Drug, and Cosmetic Act based on whether the court decision is in the 
fomi of a "case or controversy" dismissal of a declaratory judgment 
action, or the form of a summary judgment order, when in each case 
the patent holder's concession of non-infringement formed the sole 

for the court's decision resolving the case and the result in each 



basis 



case 



is to prevent enforcement of the patent? 
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V V •• -w 



STATUTES AND REGULATIONS 

The statutes and regulations upon which leva chiefly relies are 
included in the addendum attached hereto. 



STANDABD OF REVIEW 



This appeal presents a question of law under the FDCA which is 
generally reviewed d_enovoby the Court of Appeals. Mo ya Pharmac euticaLs 
. V. Shalala, 140 F.3d 1060, 1066 (D.C. Cir. 1998). However, because 



Corp 



the Appellants are now, for all practical purposes, relitigating issues of law 
previously decided by this Court under the same set of facts in Teva.1, the 
Court should treat its prior decision as law of the case, or at least decline 
TorPharm's invitation to revisit those issues, even though that decision was 
issued on Teva's appeal of a denial of a preliminary injunction. 

«Law-of-the-case" doctrine rests on a simple premise: "the same • 
issue presented a second time in the same case in the same court should lead 
to the same result." LaShawnA,Z:BarEy, 87 F.3d 1389, 1393 (D.C. Cir. 
1996). Thus, the Supreme Court has instructed courts to be "loathe" to 
reconsider issues aheady decided "in the absence of extraordinary 
circumstances such as where the initial decision was 'clearly erroneous and 
would work a manifest injustice.'" Christinison^lCo ^ Operating 
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Cort, 486 VS. 800. 8)7 (1988) ^c,noin^Mzml:C^^^^^60VS. 
605 618 n. 8 (.983)). Moreover, this C^a>.t has emphasized that "Mhen 
toe are n>ultiple appeals taken in the course of a single piece of litigation, 
law-of-the-case doctrine holds that decisions rendered on the first appeal 
should not be revisited on later trips to the appellate cot.t." GoekerV- 
.j^^^^^^^^U^yi,^ 49 F.3d 735, 739 (D.C. Cir. 1995).^t denied. 
5 1 6 U.S. 865 (1 995). As shown herein. Appellants have presented for a 
.-second time" the "same issue" in the "same case" m the "same court," and 
this Court should reach the same resuh as in its prior consideration of this 



I 

case. 



The 



STATEMENT OF THE CASE 



factual and procedural background of leva's efforts to expedite 



generic competition in ticlopidine by breaking the logjam created by 
TorPharm's protracted difficulties in obtaining fmal approval of its first-filed 
ANDA is described in detail in this Court's prior opinion in this case,jWa 



;- r-;:;^,^^^^ ^, Tel. Co.. mo. v. FCC 872 F.2d 465. 471 (D.C Cir. 

^ ^- "^40^ TT S 1035 (1990) (appellate cou rt's pnor ruling estabhsh.ing 
1989), cert, demed. ^^3 U S-1035 (199U) WP challenged on second appeal) 

exhaustion requ^remenns ^^^^ ^^;o%%7ioXio90, 1093 (D.C. Cir. 1984). cert, 
T affev V KnT ihwest Airlines, Inc. , 740 i-./o lu / 1, i v^w, \ ,„„i,vot;nTi of nrior 

|||^gu;s:TY8r(198^^ to distnct comt's correct application of pnor 

i^ate decision is baited by law-of-tlie-case doctrine). 
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, ,3, ,M at 1005-1009, and ,n ,he district court's tol m^crand^r 

opinion- JA 252-255. 

After the district court issued its final order and injunction, TorPharm 

«,ed motions seeding (1) a stay by the drstnct court pendrn, TorP Ws 
appeal, (2) a stay by this Court pending appeal, and (3) expedited schedules 
of its appeal. All of TorPhamr's motions were denied. 

on November 30, 1999. FDA filed a motion to dismiss its appeal, and 
,^, of TorPharm, as moot, because the expiration date of TorPharm's ISO- 
aay "exclusivity" period was. at the latest, December 27. 1999 (ISO days 
after TorPharm's first commercial marketing). That motion was referred to 
*e merits panel, and the parties were ordered to brief their positions on 
mootness in the merits briefs. 



FDA has 



SUMMARY OF ARGUMENT 

failed throughout this case to present any permissible 



rationale for its refusal to treat the case or controversy dismissal of leva's 

Declaratory Judgment Action as a Court Decision Trigger 



Hatch-Waxman 



starting the 180-Day Delay Period applicable to final approval of Teya's 
ANDA for ticlopidine. FDA's reliance on its alleged lack of patent expertise 
as an excuse for refirsing to address the merits of Teva's simancn is nothing 
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.o„ .han a disingenuous attempt .0 eva^e Us .esponsMity under the 
PDCA. and its own Guidance ,o Industry, to interpret and apply the FDCA's 
180-Day Delay Period provisions, including the Court Decision Trigger 
provisions, on a "case-hy-case" adjudicatory basis. 

Treating the dismissal of leva's declaratory judgment action as a 
mggering court decision for Teva's 1 80-Day Delay Period under the Court 
DeTision Tngger is in fact the only pemtissible interpretation of this 
ambiguous statutory provision. This interpretation is the only one that 
advances the fundamental pro-competitive purposes of the Hatch-Waxman 
Amendments and avoids the absurd, anti-competitive result of allowing the 
holder of a weak or narrow patent to block the market to generic competition 
by refusing to defend its patent in response to a Hatch-Waxman Declaratory 

Judgment Action. 

Moreover, FDA impermissibly gave different effect, under the court 

decision trigger provisions, to the court decision in Teva's declaratory 
judgment action than it did to a previous functionally indistinguishable court 
decision in a patent infringement case. FDA'S disparate treatment of these 
decisions was arbitrary and capricious because FDA has provided no 
reasonable basis for its differing application of the law to those two 
decisions- 
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Finally, if the Court grants FDA's motion to dismiss these appeals as 
nioot, the district court's August 19, 1999 fmal opinion and order should not 
be vacated, because to do so would encourage FDA to continue to misapply 
the Court Decision Trigger provisions and cause continued uncertainty 
witliin the generic drug industry. 



ARGUMENT 



I. 



THERE IS NO PERMISSIBLE JUSTIFICATION FOR FDA'S 
REFUSAL TO TREAT THE "CASE OR CONTROVERSY" 
mSMISSAL OF TEVA'S DECLARATORY JUDGMENT 
ACTION AS A COURT DECISION TRIGGER 



A FDA's Claim That Its "Lack of Patent Expertise" Relieves It 
From Addressing The Merits Of Teva's Position Violates The 
Agency's Statutory Responsibilities And Its Own 
Commitment To Address 180-Dav Exclusivity Matters On A 
Case-By-Case Basis 

As its primary justification for refusing to treat the "case or controversy 
dismissal of Teva's declaratory judgment action as a court decision trigger, 
FDA's brief reiterates the now-familiar mantra that the agency "does not have 
the expertise to review patent information." Brief for the Federal Appellant 



»9 



( 



"FDA Brief) at 1 7. Therefore, according to FDA, the agency cannot be 
pected to look beyond the face of the order in the California case - which did 
.t explicitly state that the patent was invalid, not infringed, or unenforceable - 
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hiding 



. ..e*. *e .a. in fa. cc— a de— .on of invalidity, 
to determiTie wliemer 

• r- ..meBt oruBenforceability. Ji-at 17-19. 

.o.-mf.mge.-^' ^ ,^toavoidt.e.e.tsofTeva'spositionby 

Although FDA continues to try to avo 

, .t, T^nA consistent v/ith its statement 
[I]t is clear that ^^^^DA /onsis^e ^^ ^ 

U it would 'X^«- f ^^^^^^^^^^^ merits of Teva's 

"case-by-case basis ff"""]^:...,^ satisfies the 
contention that the ^alifonna ^^^^^^ 
'court decision' requirement under §^3 ua 

leva 1, 182 F.3d at 1007. 

'^,,.. position on remand is supported solely by the Declaration of 

.ou.as Sporn, Director, Of.ce of Generic Dru. COOD. CSPO. D^^^^^^^ 

,.., . .m 3A 106. -at declaration clearly repeals that this posit„ 

. 1 or the facts but by FDA's desire to prevent tore ANDA 
driven not by the law or the tacts, Dv y 

^^c t>.p asencY to make similar "case-by-case" 
applicants from requesting the agency to 

,ecl.o. — . .ei. lSO-.a. Oel. ..C a. .e a... .. P— 
,„ ,,,,. . SO-Dav Oelav periods on a case-W-e .asls in i. own :»e 1.9S 

A .'r^ri^P-nts to the FederalJbod^Drug; 
^clusvltzUntoflHi^tc^ 

3.a cosmetic AC. Cen.. for Orug Evaluation and Kesea.., Procedural 
Ouid^ce 5 aune 1.98, :A 277. As Mr. Spom explained, addressing .e 
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merits of leva- s contention "would require OGD .0 follow a similar course in 
future cases. If OGD we to accept that a d.s»ssal of a declaratory Judgment 
action satisfies the court decision trigger. I believe that ANDA applicants 
«ould seek to have OGD malce similar determinations concemirtg dismissals of 
non-declaratory judgment cases." SpomDeCI 13,IA HI. T^us,notonly 
has FDA admitted that it reused to consider "the merits of Teva's contention 
,hat the CaKfomia dismissal satisfies the -court decision' requirement under § 
355ffl(5)(B)(iv)(n);' it has affirmatively stated that it did so in order to avoid 
i,s obligation under its Guidance and the statute to consider the merits of all 
fiihire matters on a "case-by-case basis." 

FDA's argument here has two basic flaws. First, the agency's reliance 
on its alleged lack of "patent" expertise ignores the plain fact that what it is 
being asked to do here is to interpret and apply a provision of the FDCA - 
specifically, the Court Decision Trigger, section 505Q)(5)(B){iv)(n) of lie Act 
- and not the patent laws. FDA should not be allowed to evade its basic 
lesponsibihty to administer its own organic stamte by arbitrarily asserting that 
ar, issue arising under that statute is a matter of "patent" law and therefore 

-^g:;;^^;;;^— ^ricuWy s^nsi^g given that ^^J^^^^^^ff,^^^ 
... ^U.; i^omise of a case-by-case adjudicatory approach ■" 1rf«>«"f =^P"°' 



o„ te Guidance's promise g^f.^^^^— / ;^, — y,^,,,,,,;.., Co. v. Friedman. 
S S"c?s^by.:.^^^^^^^ - a pennissible stopgap while .he agency 
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outside its mandate. To be sure, some awareness of patent issues on FDA's 
part is required in order to apply the statutory provision in question, but 
certainly no more awareness than is assumed as a basie part of the structure of 
the Hatch-Waxman Amendments in general. Thus, for instance. FDA did not 
consider it beyond its own expertise to interpret a Federal Circuit patent case, 
MerckiDanbua. as requiring it to add a new kind of patent challenge - 
unenforceability - to the statutorily provided grounds of non-inftingement and 
invalidity as a type of patent certification contemplated under the statute. 
^^^^^ac&CoJSS.l::Ds^mIlBSSS^^ 694 F. Supp. 1 (D. Del. 1988). 
affd 873 F.2d 1418 (Fed. Cir. 1989); 21 C.F.R. § 314.94{a)(12)(i)(A)W; 59 
Fed. Reg. 50.338, 50.339 (Final Rule. October 3, 1994). Yet here the agency 

have suddenly and mysteriously lost its ability to apply a provision of 
it is charged by Congress to administer because that provision touches 



claims to 



an Act It IS cnarg 



upon patent matters. This disingenuous claim violates the Congressional 
delegation of authority to FDA to interpret, apply, and fairly administer the 



FDCA. 



ITie second basic flaw in FDA's position, as stated in the Spora 
Declaration, is that it is ultimately premised upon nothing more than the 
agency's unwillingness to come to grips with the application of a statutory 



promulgated new regulations. FDA now essentially admits that it did not, and docs not. 
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'UU zo;^o x^^-* *• 



v/ ** •*■ 



provision .hat is squarely wito i. jurisdiction. Stripped to its essentials, the 
Spom Declaration - and FDA's corresponding argnn>ent before this Court - 
says that the agency should not have to address the nrerits of Teva's position 
because to do so n>ight require it to address the merits of the cases of other, 
future apphcants in analogous positions. Not only does this assertion fly in the 
face of FDA's own stated conunitment to address such situations on a case-by- 
basis, it abrogates the agency's basic responsibili^ to interpret and apply 
the provisions of its own Act. As such, it cannot stand. 



case 



B FDA's Belated Attempt To Import A Substantive Rationale^ 
^' For Its Decision Into This Case Is A Post Hoc Rationalaabon 
That Is Entitled To No Weight 

In Teval, this Court clearly rejected FDA's reliance on the "face of 
the docnment" approach as a substantive interpretation of the statute: 

if the FDA's interpretation. . . is "narrower than the statute [is] 
able to support," then its interpretation cannot stand without 
iustification because the FDA must interpret the statute to avoid 
absurd results and further congressional intent. A narrow 
interpretation cannot be reasonable simply because it is 
narrower than it could be; to the contrary that interpretation 
may in fact be narrower than it should be given the purposes of 
the stamtory scheme and congressional intent. It is the 
narrowness of the interpretation that must be justified and the 
court can only review that choice of narrowness based on the 
reasons provided by FDA; here it has provided none. 



take its own Guidance seriously. 



1 1 
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Teval, 182 F.3d at 1011 (italics in original; citations omitted). 

Having concluded that the dismissal of leva's Declaratory Judgment 
action can qualify as a mggering court decision, the Court invited FDA, on 
remand, to provide substantive reasons for the agency's refusal to consider 
and adopt the same conclusion. Instead, however, FDA provided the same 
"face of the order" argument that was rejected by this Court in TevaJ. ^e 
Brief for the Federal ApppHees. Teva Pharmaceuticals USA, Inc. v. FD A, 

.3d 1003 (D.C. Cir. 1999) ("FDA Teval Appeal Brief), at 18, 19 (the 



182F 



order "did not on its face state or hold that the Syntex patent was not 
inftinged or that it was invalid or unenforceable."); FDA's Memorandum In 
Opposition to leva's Renewed Application for a Temporary Restraining 
Order and Motion for Preliminary hijunction, Teva Pharmaceuticals USA, 
Inc. V. FDA, No. 99-67, 1999 WL 1042743 (D.D.C. Aug. 19, 1999) ("FDA 
0pp. To Renewed PI Motion"), JA 93-95 (declining to make any substantive 
inquiiy beyond what is "readily apparent from the face of the court order"); 
FDA's Memorandum In Opposition to Teva's Application for a Temporary 
Restraining Order and Motion for Preliminary Injunction, Teva 
Bw^^^ ^^ticals USA. Inc. V. FDA , No. 99-67 (D.D.C. Jan. 21, 1999) 
("FDA 0pp. to PI Motion"), at 3, 12 (explaining that its decision was based 
on the conclusion that "the dismissal of Teva's [declaratory judgment] case 



T^ 
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is BOt, onitsjacc. a decision of a court holding *e patent to be invalid, not 

infringed, oi unenforceable.") (all emphases added). 

FDA also states in passing that it "agrees with the merits arguments 
setforthinTorPharm'sopeningbrief."FDABriefat 17. However.an 
agency cannot justify its prior administrative decision based on arguments 
advanced for the first time in a litigation over that decision.^e toericals 
^^^^^^^^^^^^^^^^^ 200 F.3d 822, 835 (D.C. Cir. 2000). let alone 

arguments not even advanced by the agency itself, but by a private party in 
,he litigation. As «11 be shown below, the TorPharm ar^ments on which 
FDAnow seeks to rely are wrong on the merits. Even if those arguments 
had some validity m the abstract, however, it is clearly impermissible for 

fhem here, and they should be given no weight in this 



FDA to rely upon 



from srang 



proceeding. 

In light of the fact that this Court has aheady concluded that the 

California dismissal has preclusive effect because it "sufficed to estop Syntex 

Teva for patent inftingement," 1 82 F.3d at 1 009, FDA's reiteration 
of its prior positions in this appeal amounts to little more than a request that the 
Court grant a "convenience exception" to the agency's own commitment to 
adjudicate 1 80-day exclnsivity matters on a "case-by-case basis." TTte Court 
should reject that request because by FDA's own admission, jee Spom Decl. at 
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fl 11-14. JA 1 10-1 11, FDA did not even made m effort to apply its "case-by- 
approach before it rejected leva's request out of hand. As this Court has 



case" 



held in analogous circumstances, an agency n^ust at least "malce a good faith 
effort" before concluding that it is "impossible, or impractical, or simply not 
useful" to perform certain administrative functions. itateofCaLBiand 

w.t+ ^^RP 2d 1290 1312 (D.C.Cir. 1981). As tlie Court 
Throug hBrov^jnViWgg, 665 1 .la i/yu, i^i^k-l^ 

went on to explain: 

This is not a circumstance of an agency seeking relief 
from a change which, after a good faith effort, it has 
found it cannot perform. It is, rather, an agency seekmg 
vindication of an approach contrary to the explici 
stamtory design on the basis of its estimate of its lack of 
pacity to handle the task delegated to it. . . .The 
ency's burden of justification in such a case is 
tremely heavy. We are not convinced that the 
Secretary has even approached that burden here. 

Id. (citing /Oaban^Poweo^CostLe, 636 F.2d 323, 359 (D.C. Cir. 1979)). 



ca 

ag 
ex 



Thus, 



the Court should affirm the district court's straightforward 



application of this Court's opinion in Teval. 



TT IV FDA HAD PROPERLY CONSIDERED THE MERITS OF 
"• TEWS TOEST, THE ONLY REASONABLE RESULT 
WOT^LD ™ BEiN TO TREAT THE CALIFORNIA 
DISMISSAL^SAJIMGOTRINGCO^^ 
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AS shown in section I B^ *e district court's final judgment and 
injunctton should be affinned because, on remand from this Court's decision in 
Teval, FDA failed to cure its arbitrary and capricious refusal to even consider 
the merits of leva's request to treat the California dismissal as a "court 
decision mgger" under 21 U.S.C. § 355(j)(5)(B)(iv)(n). As demonstrated in 
detail in leva's brief in support of its appeal in Teva.1, if FDA had fally 
considered the merits of leva's position under the facts of this case, it would 
have been mrreasonable. and thus impermissible under Chevron, to refuse to 
treat the California dismissal as a court decision trigger. Ige. Chevron U.S.A. , 
^^^^_^^..,^t i;.,r.nrnes Defense Council. 467 U.S. 837 (1984.) FDA and 
TorPhaim have focused their briefs on a few very narrow issues and as a result 
the deeper and more significant context of this case has been obscured. To 
provide the necessary context under which this case arose and was first 
considered by this Court in Teval, this section briefly summarizes key 
substantive issues as presented in Teva's original appeal in this case. 



1 ^ 
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A The Statutory "Court Decision Trigger" Provisions 
Are Ambiguous, And Do Not Preclude The 
Interpretation Adopted By This Court In TevaJ 
^VjTJjRy The District Court 's Final Order 

TorPharm argues in this appeal that the relevant statutory provisions 
unambiguously preclude an interpretation that the California dismissal may 
be treated as a triggering court decision. Unforhrnately for TorPharm, this 
Court, both in TevaJ and in Mo^ has concluded otherwise, and indeed 



even FDA agrees 



that 21 U.S.C. § 355G)(5)(B)(iv) is ambiguous. The 



statutory provision at issue here - the Court Decision Trigger - operates to 
begin the 1 80-Day Delay Period on "the date of a decision of a court in an 
action described in clause (iii) [21 U.S.C. § 355G)(5)(B)(iii)] holding the 
patent which is the subject of the certification to be invalid or not 
infringed. ..." 21 U.S.C. § 355G)(5)(B)(iv)(II). As this court stated injeva 



I: 



FDA concedes that its refusal to recognize the California 
dismissal as a triggering "court decision" is not compelled by 
the statutorv language . The statute requires a decision of a 
court holding the patent . . . invalid or not infringed. A 
"decision" can take several forms, including final j udgment 
after a full trial, summary judgment or partial summary 
iudgment, or even a dismissal for failure to state a cause of 
action-f ] The term "holding," most often contrasted with the 

I ^ZjJ's Law Dictionary refers to the term "decision" as a "popular rather than 

^ v,l nr Wa^ word- a comprehensive term having no fixed, legal meaning, and notes 
Z"^^:^^^-^^^ liS to the sense of judgm^t. the tenn -pjll^lf^^^ 
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V^ *^ * ' 



tenr, "dicta." is also susceptible to ^'^^J^^^^., „^ 
Furthennore, the significance of a court s decaswn or 
"holding" often lies in its preclusive effect. 

XjvaJ, 1 82 F.3d at 1007-1 008 (emphasis and footnotes added, ellipses in 

. • ;«,^^ tlMrisoMova 140 F.3d at 1073 n. 18 (noting 

original, citations omitted), bee aisoMovo, 

that FDA could "provide by reflation that a court decision rtiling that an 
ANDA applicant caraiot reasonably anticipate suit by a patent-holder is 
equivalent, for pu^^oses of section 355Q)(5)(B)(iv). to a ruling that the 

patent is invalid oi not inftinged."). 

Accordingly, because the Court Decision Trigger provision of the statute 
does not unambiguously preclude treating the California dismissal as a 
Wggering court decision. FDA was required to implement that provision based 
on a reasonable statutory interpretation. Chezion. 467 U.S. at 842-43. As 
disaissed next, because FDA has never put forth any permissible statuton' 
interpretation to support the outcome it reached in this matter, that outcome 
does not survive under Chevron . 



— "~ r~i " lA Tv,;c rif>finitioii directlv applies to the court's Order 

r- '':^T:T^^^ofi^^^^^^^'^-^^^ - con.,d«.ion of the 
fi:r;rs>^Sc h^ ctcl Jvely Z.i ^^^ leva's tidopidine doe, bo, mtoge the 
patent and that it would not sue Te»a for iaftingement. 

« ■■Holding" is a similarly imprecise tenn that Black's defines as te "1^8=1 P™^*?'^ 

,obedra™from.heo;imon(Uion)of,hecour,." macklsUwDjcnonaa^t™. 
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« TTTiA's Refusal To Treat The Dismissal Of Teva's 
^' Hara^f^ Judgment Action As A Court Decisiou Tngger 
WasUnreaLable Because It Would Produce Absurd 
Results T^tCongresiCouldNotHav^ 



Because Congress did not unambiguously speak to the issue presented 
here, FDA's decision can only survive review if it is based upon a 
.easlnable application of the statute, Chevron, 467 U.S. at 845, and does not 
produce absurd results. 'THe 'reasonableness' of an agency's construction 
depends on the construction's 'fit' with the statiUory language as well as its 
conformity to statutory purposes/' AbbottLaboiatori^^ 920 F.2d 
984, 988 (D.C. Cir. 1 990), cert, denied sub nom Abbott Laboratories v. 
Kessl^, 502 U.S. 819 (1991). As discussed further below, FDA's 
interpretation is unreasonable and cannot stand because it would produce 
absurd results demonstrably at odds with the underlying statutory purposes, 
most notably by allowing patent holders to manipulate the Paragraph IV 
system for anti-competitive purposes. Teval, 182F.3dat 1009. 

1. FDA's Position Would Nullify Express 

S^fafutorv Provisions . 



There is no dispute that an integral part of the Act's "flexible schedule 
of ANDA approval effectiveness dates" for Paragraph IV ANDAs, H.R. 
Rep. No. 857, 98* Cong., 2d Sess., pt. 11 at 15 (1984)ie2rintedln 1984 
U.S.C.C.A.N. 2686, 2699, is the provision that a subsequent ANDA 
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applicant may "bring its own declaratory judgment action against the patent 
holder, and, if the [subsequent] applicant prevails, the Court Decision 
Trigger will be satisfied and it will be allowed to market its product". Mova, 
140 F.3d at 1073. This statutory mechanism plays a critical role in 
safeguarding against the otherwise intransigent types of anti-competitive 
outcomes discussed in both Mova, 140 F.Bd at 1067, 1072-74, and Granutec 
I^^^^v^S^aLa, 139 F.3d 889 (Table), Nos. 97-1873 and 97-1874, 1998 WL 
153140 at *9 (4* Cir. Apr. 3, 1998) (Addendum item # 8). The only 
difference between the parties on this issue is that FDA and TorPharm 
would limit applicability of the declaratory judgment action mechanism to 
fully litigated final decisions on the "merits," whereas Teva's position would 



recognize 



"case or controversy" dismissals, at least under the circumstances 



events. 



presented here, as court decision triggers. 

A refusal to recognize case or controversy dismissals as triggering 
however, produces the absurd result of effectively nullifying the 
broader statutory mechanism, because under such an interpretation a patent 
holder could simply state in a pleading to the court that it does not intend to 
enforce its patent against the subsequent applicant, resulting in a 

dismissal that would preclude the court from issuing the type of 



case or 



controversy 



"holding" of non-infringement that FDA and TorPharm would require. 
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This Court has recognized this absurdity in FDA's position. ^e_Teva.J 1 82 
F.3d at 1009 (FDA's view '"means that the patent holder could manipulate 
the system in order to block or delay generic competition by stating that the 
patent holder will not enforce its patent against the Paragraph IV 
challenger"). Accordingly, the FDA's position cannot be upheld. Jee 
^^^^^^^^^li^e^^ 134 F.3d 393, 398 (D.C. Cir. 1998) ("A cardinal 
principle of interpretation requires [the courts] to constme a statute so that 
no provision is rendered inoperative, or superfluous, void or insignificant." 

5 

(citation and internal quotation marks omitted)). 



2. ^TVA^TntPr pretation Produc es Other Absurd Results 

As the Mova Coiut observed, the Hatch-Waxman Declaratory 
Judgment Action "provides a particularly appropriate solution in cases in 
which the second applicant has done a better job of designing around the 
pioneer drug manufacturer's patent than the first did." 140 F.3d at 1073. 
Although ostensibly supporting that solution, FDA's interpretation would 
actually allow patent holders to nullify it, for the reasons noted above. 
Similariy, there are a number of other concrete scenarios in which the 



In this regard, FDA's suggestion that its position is consistent with the statutoiy 
oa3 of 'Vely[ing] on private patent litigation to resolve disputes concerning patent 
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aeclaratory judgn>e„. action mechanism may be the only way to break the 
petitive effects of a first applicant's re&sal or faitee to trigger the 



aTiti-com 



180-day period: 

. The first Paragraph IV ANDA applicant loses a Paragraph IV 
Stogement AcL, and is th.s prohibited from begnmmg 
fommercial marketing before the patent expires and no other 
apXant is sued for infringement, leaving a declaratory judgment 
action as the only way to trigger the 180-Day Delay Period. 21 
U.S.C. § 355())(5)(B)(iii)(II). 

. The first Paragraph IV ANDA applicant ^^'!^'' ;^;^'^^^^^^ 
holder by agreeing never to market its version of the drug. _See 

Mova, 140 F.3d at 1072 n.l4. 

. The first applicant's ANDA encounters prolonged difficulties in 
i^taining final FDA approval (such as occurred here wi^h 
TorPharm) while subsequent apphcants obtam faster tentative 

approval. 
The absurdity of FDA's position is further reflected by the fact that 
fte opportunity to prevent ANDA applicants from using the declaratory 
judgment action mechanism will nearly always be used by holders of 
invalid, unenforceable, or non-infiinged patents - the veiy types of patents 
the entire Paragraph IV ANDA scheme is designed to defeat - because 
holders of more defensible patents will simply file a Paragraph IV 
Infringement Action and get the benefit of the statutory 30-month stay of 
approval of the ANDA. 21 U.S.C. § 355®(5)(B)(iii). 



;;;;5^>ppl,cabili,y."FDABriefa.l8n.6.is perverse pven .ha. its position would 
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r It Is Reasonable And Necessary To Treat The 

Dismissal of Teva's Declaratory Judgment Action 
As A Trirr*'^^'"^ ^^^^^ Decision 



The fact that FDA's position is mireasonable, as discussed above, is 
sufficient in and of itself to affirm the lower court's fmal judgment and 
injunction. Se_e, e^. Chevron, 467 U.S. at 844. In addition, however, it is 
reasonable and necessary to treat case or controversy dismissals as court 
decision triggers, at least under the circumstances in this case, where the 
patent holder affirmatively seeks such a dismissal based on its own 
concession of non-infringement, invahdity, or unenforceability of the patent 
As this Court stated in TevaJ: 

» th^ r.i^fnmia dismissal appear^ to meet the requiremems 
of a" JnH Peering '^^ decision' because that court had to make a 
J^idkSfi^g with respect-to whether Syiitex would ever 
sue leva for infringement in order to conclude that there was 
no case or controversy. . . thedismissaUug^^ 
from cni ntr Teva for patent infringemen t. This is the result that 
;j;;;;: ;;r[rbe the purpose of the triggering 'court decision 
;S^dii3n. A contrary view. . . means that the patent holder 
S^^Hd^nipulate the system in order to block or delay genenc 
competition by stating that the patent holder will not enforce its 
patent against the Paragraph IV challenger. For these reasons 
ti.. r.i,-fnmia dismissal would appear to meet the reqmrements 
of a -court decision' under § 355Ci V5¥B¥iv)(II)." 

Teva 1, 182 F.3d at 1009 (emphasis added, citations omitted). 



in fact defeat those very goals. 
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The preclusive effect of the California dismissal mandates triggering 
Teva's 180-Day Delay Period under 21 U.S.C. § 355G)(5)(B)(iv) because it 
is the equivalent of a holding of non-infringement "on the merits," under 
blackletter patent law. FimReseHckM.!^^ HI F.3d 1479, 
1483-1484 (Fed. Cir. 1998) ("'Having. requested a declaration of non- 
infringement of the . . . patent claims [and having had the case dismissed on 
case or controversy grounds, the declaratory judgment plaintiff] for all 
practical purposes has won the case pleaded in its complaint. '") (guoting 
3^^^^^^^^i^3Cor2,^^^ 940 F.2d 631, 636 (Fed. Cir. 1991)). 

Because the Cahfomia dismissal was the functional equivalent of Teva 
having "won its case" on the merits, the only reasonable application of that 
decision would be to treat it as a triggering court decision of non- 
infringement under 21 U.S.C. § 355a)(5)(B)(iv)(II). Otherwise, the purpose 
of the stamte - to resolve patent disputes through private litigation,j£e FDA 

Brief at 1 8, n. 6 - would be defeated. 

In addition, both the Federal Circuit and FDA have concluded that the 
Court Decision Trigger necessarily incorporates a finding of 
unenforceability to the same extent as a finding of invalidity or non- 
infringement. See Merck , 694 F. Supp. 1; 21 C.F.R. 
§ 3l4.94(a)(12)(i)(A)(^); 59 Fed. Reg. 50,338, 50,339 (Final Rule, October 
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3, 1994). The California dismissal clearly renders the patent unenforceable 
against Teva under the doctrine of estoppel and controlling federal caselaw. 
^^^j^^^c^^vy fp. Com. V. Chase PackagiMCorR. 57 F.3d 1054, 1059 (Fed. 
Cir. 1995), cert- demed516U.S. 1093 (1996) (a party, such as Syntex here, 
is "forever estopped by its counsel's statement of nonliability. . . from 
asserting liability . . .")• See also Amana Refri gerati on, Inc. v. Quadlux, 
Inc., 172 F.3d 852, 856 (Fed. Cir. 1999). Accordingly, as this Court held in 
Teva I, the California dismissal constitutes a "holding" of unenforceability 
of the patent for purposes of triggering the 1 80-Day Delay Period under the 
FDCA. See 21 U.S.C. § 355a)(5)(B)(iv); 21 C.F.R. 
§ 314.94(a)(12)(i)(A)(4). 



=Sc * * 



TorPharm's principal argument in this appeal ultimately turns on the 
contention that in situations such as leva's declaratoiy judgment action, "it 
is the patent holder's representation that it will never sue to enforce the 
patent (if such a representation is made), not a court decision dismissing the 
case for want of subject matter jurisdiction (which may or may not rely on 
such a representation) that has preclusive effect." Brief of Appellant 
TorPharm, A Division of Apotex, Inc. ("TorPharm Brief), at 12-20. 
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TorPhann's argument is contrary to this Court's prior holding (and 
TorPharm's own prior concession) that the CaUfomia dismissal has 
preclusive effect, see Teval, 182 F.3d at 1008, and is based on an erroneous 
interpretation of the relevant law and facts. 

First, TorPharm's generalized discussion of the potential preclusive 
effect of case or controversy dismissals without a concession of non- 
infringement, e^, where a patent holder does not disavow an intention to 
enforce the patent, or otherwise has talcen no action to give the potential 
infringer a "reasonable apprehension" of being sued, TorPharm Brief at 16- 
18, is irrelevant to this Court's review of FDA's case-by-case analysis (or 
lack thereof) of leva's declaratory judgment action in which there was an 
express concession of non-infringement and non-enforcement. 

Moreover, TorPharm is simply wrong in asserting that bare statements 
relating to non-infringement or unenforceability of a patent are themselves 
preclusive in the absence of some form of judicial intervention. Indeed, 
although TorPharm cites BP Chemicals Ltd. v. U nion Carbide Corp., 4 F.3d 
975, 978, 980 (Fed. Cir. 1993) for the proposition that "a patent holder's 
expHcit covenant that it will never enforce its patent i s always sufficient . . . 
to defeat jurisdiction," TorPharm Brief at 17 (emphasis added), that case 
does not stand for that proposition. Rather, BP Chemicals reflects the fact 
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that, as with any evidentiaiy statement or document, statements which 
appear to concede non-infringement or promise non-enforcement of a patent 
may or may not ultimately support one or more legal conclusions including, 
e^: whether a potential infringer does or does not have a reasonable 
apprehension of being sued; whether there is or is not a case or controversy; 
and/or whether the patent holder is or is not estopped from enforcing its 
patent. BPChemicals , 4 F.3d at 979 ("The district court discussed the 



actions 



and statements of those concerned, determined credibility when 



testimony diverged, and applied an objective standard. We do not discem 
reversible error in the court's procedures or the conclusion that Union 
Carbide did not . . -place [the declaratory judgment action plaintiffs] in 

reasonable apprehension of suit.")- 

Thus, contrary to TorPhami's argument that statements of non- 
infringement or non-enforcement have independent force and effect, the 

of "Fwjhether an acmal controversy exists upon particular facts is a 
question of law , and is subject to plenary appellate review." Aman^ 1 72 
F.3d at 855 (quoting BP Chemicals , 4 F.3d at 978) (emphasis added)). In 
other words, although Super Sack discusses the potential preclusive effects 
of concessions of non-infringement, that preclusive effect is never 
"perfected" until the courts have had the opportunity to rule on the case. 



issue 
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Assuming that the court ultimately concludes that the statement at issue 
operates to remove any case or controversy, thus resulting in estoppel, the 
form of the court's decision will depend upon whether the case is a patent 
infringement action or a declaratory j udgment action. 

In an infringement action, a concession of non-infrin gement, if 
accepted by the court, would clearly lead to a decision by the court resolving 
the case, usually in the form of an order of summary judgment. In the 
declaratory judgment context, the same concession would also lead to a 
decision by the court resolving the case, but in the form of an order 
dismissing on case or controversy grounds. In either situation, it is only 
after the court has evaluated the evidence (i.e. the concession) and has ruled 
in favor of the potential infringer (by dismissal or summary judgment), that 
preclusion actually exists as a matter of law. Thus, TorPharm is not only 

g, but its position would subvert the intent of Hatch- Waxman to resolve 
patent disputes in order to foster generic competition, and would create a 
gaping de facto exception to the Federal Circuit's holdings in Spectronics, 
Super Sack and their progeny that give symmetrical effect to concessions of 
non-infringement regardless of whether they occur in declaratory judgment 
actions or in patent infringement actions. 



wron 



9R 



Case 1 :05-cv-01 469-JDB Document 1 8-3 Filed 08/25/2005 Page 45 of 60 



ornon 



Finally, TorPhann's argument that concessions of non-infringement 
-enforcement have preclusive effect without judicial involvement fails 



for the simple reason that under its theory, the concession of non- 
infringement by the patent holder in Glaxo Inc. v. B oehringer Ingelheim 
Com, No. 3:95-CV-01342 (D. Conn. Oct. 1, 1996), JA 346, would also be 
the only preclusive element of that case, and FDA would have been wrong 
to determine tliat the court's partial summary judgment order (which was 
based exclusively on that concession) was a court decision under 21 U.S.C. 
§ 355(])(5)(B)(iv). However, TorPharm has not suggested that the Glaxo v. 
Boehringer court decision was not a triggering court decision. In the face of 
this inconsistency, TorPhann's argument falls flat. 



* 



TorPharm also argues that FDA's application of the court decision . 
trigger provisions was reasonable, and therefore entitled to deference. 
TorPharm Brief at 20-23. In support of this argument, TorPharm posits two 
rationalizations - neither of which FDA itself has ever put forward - which in 



any 



event are wholly inapplicable to the specific facts by which FDA's actions 



must be judged in this case. 
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because 



First, TorPhami suggests that FDA's action here should be upheld 
otherwise ANDA applicants might "game" the system by filing 



controversy 



declaratoiy judgment actions "witli full knowledge that there is no live 

for the sole purpose of obtaining a decision recognizing that fact." 
TorPharm Brief at 2 1 . In this case, however, Teva clearly did not file a 
frivolous declaratory judgment action, as evidenced by the California court's 
specific deletion of the word "lacked" in the draft order submitted by Syntax, 
reflecting the fact that at the time the suit was filed (which was prior to 
Syntex's concession letter), Teva did have a reasonable apprehension of being 
sued under the patent. J A 345. 

Second, TorPharm suggests that FDA's initial decision is supportable 
because it would avoid "strategic anticompetitive behavior by the patent 
holder." TorPharm Brief at 2 1 . This suggestion falls short. In reality, 
failing to treat decisions such as the California dismissal as triggering court 
decisions would offer first applicants in TorPharm's position much greater 
incentive and oppomxnity to "game" the system in collusion with the patent 
holder for anticompetitive purposes than would be possible under this 
Court's reasoning in Teva I . See supra Part I.B.2. For example, an applicant 
such as TorPharm could simply agree with the patent holder not to bring its 
dru<^ to market, thus preventing the Commercial Marketing Trigger 



generic >** -& 
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from being activated; the patent holder could then leftain from suing any 
subsequent ANDA applicants, and, in response to a Hatch-Waxman 
Declaratory Judgment Action, simply disclaim any intention to sue the 
declaratory judgment plaintiff (as Syn.ex did here). Thus, under TorPharm's 
interpretation the Court Decision Trigger would not be activated, completely 
blocking generic versions of the drug in question from entering the market! 
In comparison, the harms TorPharm imagines from upholding this Court's 
reasoning in TevaJ and the district court's decision below are remote and 
speculative. In any event. TorPharm' s hypothetical situation was never put 
forward by FDA, and accordingly cannot be relied upon by the courts in 
support of the agency's action. Motor Vehicle Mfrs. Ass'n of U.S., Inc. v . 



State 



Farm M„»,al Automobile Ins. Co., 463 U.S. 29. 50 (1983). 



« This scenario is far from hypothetical. Indeed, the Fe^^/^^f Coimms^n 

xecently challenged, on andtros, gro^d., two "-™-™'^^^'"[P;'^^^^^^^^^ 
between innovator and generic d»gcompames|ee ^nK .^A^« ^'^^^Z^l Uc. 

available at htt p://www.ftc.gov . 
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TTT FDA'S DECISION WAS ALSO ARBITRARY AND 
'''• CAPWCioUS BECAUSE IT TREATED TEVA'S 

r A SEDIFFERENTLY THAN A FUNCTIONALLY 

EqSSrEVIOUS COURT DECISION 

FDA's refusal to start Teva's 1 80-Day Delay Period on the basis of 
the California dismissal was also arbitrary and capricious because it was 
contrary to the agency's prior decision to activate the Court Decision Trigger 
in response to the claim-dispositive "court decision" in Glaxo v. Boehr inger 
even though, just as in Tevav^SMex. that court decision was directly based 
upon the patent holder's express concession of non-infringement. Jeejeva 
1, 182 F.3d at 1010. It is well established that "an agency may not 'treat like 
cases differently.'" Fr...man Engineering Associa tes v. FCC, 103 F.Sd 169, 
178 (D.C. Cir. 1997) (quoting AinnHkCor2,v,FM^ 758 F.2d 685, 691 
(D.C. Cir. 1985)). c^ nV;:!!--^^"'^ ^'''^' ^- ^^"^^^^" Corp. of America 748 
F.2d 56, 62 (2d Cir. 1 984) (FDA may "not 'grant to one person the right to 
do that which it denies to another similarly situated.'") (quotin g Marco Sales 
Co. V. FTC, 453 F.2d 1, 7 (2d Cir. iQ^nv V,r^cco Diagnostics, Inc. v. 
Shalala, 963 F. Supp. 20, 27 (D.D.C. 1997) ("Our court of appeals has 
repeatedly held that 'an agency must treat similar cases in a similar manner 
unless it can provide a legitimate reason for failing to do so.'") (guoting 
^r^^rj:^^^* P^irnleum Association of America v. Bab bijt, 92 F.3d 1248 
(D.C. Cir. 1996)). 
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treatment 



FDA has virtually abandoned its effort to justify its differential 
t of the Tevav. Syntax and Glaxo v. Boehringer cases, devoting 



on 



only a single paragraph to restating that its decision was hased on the "face 
ofthe document" test discussed in detail above. FDA Brief at 24. In its 
brief in Teval, however, FDA tried to explain away its disparate treatment, 
of these two substantively equivalent court decisions by arguing that "the 
court 'decision' in FGlaxo v. Boehringer ] was a partial summary judgment, 

followed by the evenmal entry of a final judgment of non-infringement. 

Thus, the 'decision of a court' in [Glaxo v. Boehringer ] was a final decision 
the merits of the case." FDA Teva I Appeal Brief at 21-23 (citation 

omitted). TorPhami has tried to expand upon this line of argument by 
ggesting that FDA relied upon the later written opinions in Glaxo v. 

Boehringer , in which the court characterized the October 1, 1996 order as a 

finding of non-infringement TorPharm Brief at 24-26. However, this Court 

cannot attribute TorPharm's post-hoc rationalizations to the agency as a 

basis for upholding the agency's decision. In any event, TorPharm's 

arguments on this score are incorrect and unpersuasive. 

First, FDA claimed in the district court on remand that its disparate 

decision making was justified because "in reviewing the Glaxo v. 

Boehringer decision, FDA could readily determine that there was a court 



su 
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decision, on 



the merits, holding the Glaxo patent not infringed by 



J> 



reco 



Boehringer [but] [t]he California court's order was not such a holding. 
FDA 0pp. To Renewed PI Motion at 9- 1 0, J A 98-99. As this Court 

gnized, that explanation was flawed because the October 7* partial 
summary judgment order in Glaxo v. Boehringer has no findings on the 
factual merits regarding the vahdity, infringement, or enforceabihty of the 
patent, but rather merely noted that a motion for summary judgment had 
been filed, and granted the motion solely ' based on [Glaxo's] express 
concession" of non-infringement. JA 346. Likewise, the dismissal injeva 
was "basedon all of the evidence," Teva Pharmac euticals USA, Inc. v. 
5;vntex fU.S.A.) Inc. , No. C98-02314 CAL, slip op. at 2 (N.D. Cal Aug. 14, 
1998), JA 345, which consisted of Syntex's express concession of non- 
infringement, as well as its express promise not to enforce the patent against 
Teva. See Teva 1, 182F.3dat 1008-1009. 

Moreover, the underlying factual predicates of both cases were nearly 
identical, because in both cases the dispositive concessions of non- 
fringement were the consequence of the patent holder's scientific and' 
chnical examination of the generic version of the drug, which in each case 



m 



te 



revealed that there was no infringement. Although in Glaxo v. Boehringer, 
Glaxo's concession came after court-appointed experts reported that 
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V V ^ ' 



Boehringer's product did not contain the allegedly infringing form of the 
drug at issue, the court never specifically adopted the findings of the 
scientific experts, but based its decision solely on Glaxo's concession of 
non-infringement. In Teva v. Syntex , tlie court specifically considered the 
evidence (presented by Syntex itself) that Syntex's concession of non- 
infringement and promise of non-enforcement came after Syntex's own 
examination of Teva's ticlopidine formulation and product samples revealed 
that there would be no infringement by Teva's product. _Se_e JA 303-343. 
Thus the only difference between the two cases is that in Glaxo v. 
Boehringer , the scientific examination that led to the concession of non- 
infringement occurred well into the active litigation phase of the case, 
whereas in Teva v. Syntex, the scientific examination that led to the 



concession 



of non-infringement took place before any litigation, allowing 



Syntex to seek final disposition under the guise of a case or controversy 
dismissal.^ Thus, as this Court previously ruled, for purposes of the Hatch- 
Waxman provision at issue here, the Teva v. Syntex decision was as much a 



The fact that the court in Glaxo v. Boehringer could have disposed of the relevant 
oatent claim by way of a case or controversy dismissal under Super Sack and Spectromcs 
further hic»hlights that FDA's decision on Teva's ANDA was.based on an unreasonably 
narrow statutory interpretation. See Snectronics Corp . v. H.B. Fuller Co Inc.. 940 F.2d 
631 (Fed.Cir. 1991). cert denied, 502 U.S. 1013 (1991); Super Sack Mfg. Corp^ v. 
Chase Packaging Corp. , 57 F.3d 1054 (Fed. Cir. 1995), cert, denied. 516 U.S. 1093 

(1996.) 

35 



Case 1 :05-cv-01 469-JDB Document 1 8-3 Filed 08/25/2005 Page 52 of 60 



decision "on the merits" as the decision in Glaxo v. Boehringer, and should 
have been treated as such by FDA. Se_e Tevai; 182 F.3d at 1010-101 1. 
TorPharai also tries to improve FDA's limited explanation of its 
decision by arguing that "the October 7'^ Order was not the only order 
available to FDA when it concluded that the Glaxo litigation satisfied the 
'court decision' trigger," TorPhaim Brief at 25-26, because the Glaxo court 
issued a separate opinion on January 30, 1997 in which it mentioned in 
passing the background leading to Glaxo's concession of non-infringement 
and stating that its prior order had "found" that Boehringer did not infringe 
the patent. However, in that opinion, the court was ruling on a motion to 
certify the October 7 partial summary judgment (and another partial 
summary judgment) as final to allow an interiocutory appeal. The district 
court did not make any factual findings respecting the October 7 order,_see 
Glaxo Inc. V. Boehringer, 962 F. Supp. 295, 296 n. 1 (D. Conn. 1991), zf[3 
19 F.3d 14 (Table) (Fed. Cir. 1997), and Glaxo did not appeal the October 



1 



7 order. See Granutec , 1998 WL 153410, at *5. 

Even if TorPhami's latest theory were credible (which it is not) FDA 
itself does not suggest that it relied upon anything other than the October 7, 
1996 order in Glaxo to trigger the ranitidine exclusivity period. This Court's 
remand placed the burden upon FDA to explain "why it would recognize a 
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grant of partial summary judgment, based on the patent holder's admission 
of noninfringement, as a 'court decision' in_Granutec, 1998 WL 153410, at 
*5, but decline to give similar effect to a dismissal based on a finding of no 
reasonable apprehension of suit arising from the patent holder's admission 
of noninfringement." Teval, 182F.3dat 1010-1011. On remand, FDA 
failed to explain the ''mystery" of its disparate treatment of the Teva 
declaratoiy judgment dismissal and the court decision in_Glaxo. FDA's only 
response was to repeat the explanation it gave in its appeal brief inJTeva.!, 
and indeed, Mr. Spom's declaration did not even mention this issue, ^e JA 
106-11 2. However, as FDA's own brief in Granutec v, Shalala 
demonstrates, FDA did in fact trigger the 180-Day Delay Period for 
ranitidine based on the October 7, 1996 one-page order: 

On October 7, 1 996, the district court for the District of 
Connecticut granted summary judgment for Boehringer [the 
generic ANDA filer] on the basis of Glaxo's [the patent 
holder's] "express concession that Defendants' product does 
n ot infringe these patents ." Glaxo did not appeal that order, and 
its appeal time expired on March 3, 1997. . . . Thus, under [the] 
Mova [district court decision] and under FDA's current 
i^retation of 21 U.S.C. 355 (3)([5])(B)(iv) and 21 C.F.R. 
314.107(e)(2)(i) in light of Mova , the 180-day period of 
exclusivity for Genpharm [the first ANDA filer] began to run 
on March 3, 1997 ... , and expired on August 29, 1997. 

FDA's Brief at 12, Granutec , 1998 WL 153410. 



* * * 
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Because 



FDA has failed to offer any permissible reason for its refosal 



to treat leva's declaratory judgment action dismissal as a Court Decision 
Trigger under 21 U.S.C. § 3550-)(5)(B)(iv)(II), and has also failed to provide 
any permissible basis for its disparate treatment of the court decision in 
r^Tgvnv^oehringer, the district court's final decision and injunction should 

be affirmed. 



TV TEVA TAKES NO POSITION ON MOOTNESS, BUT URGES 
tIecOiSt NOT TO VACATE THE DISTRICT COURT 

DECISION IF THE APPEAL IS DISMISSED 

Teva does not take a position with respect to FDA's motion to dismiss 
on moomess grounds, but if the Court does dismiss the appeal, it should not 
vacate the district court order. Under modem Supreme Court jurisprudence, 
vacatur should not be granted as a matter of course, and indeed should not be 
granted here unless the petitioner has affirmatively met its burden to 
demonstrate that the public interest would be served by vacatur of the 
decision and judgment at issue. See lIS_ Bancorp Mortgage Co. v. Bonne r 
MaimrtoershiE' 513 U.S. 18, 26 (1994). As the Supreme Court explained: 

It is p etitioner's burden , as the party seeking relief from the 
i^s quo of the appellate judgment, to demonstrate not merely 
equivalent responsibility for the mootness, but equitable 
entitlement to the extraordinary remedy of vacatur As 
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always when federal courts contemplate equitable relief, our_ 
holding must also take account of the public interest. Judicial 
precedents are presumptively correct and valuable to the legal 
community as a whole. Tjig^ .re not merely the property of 
-p^Sr^tP litigants and shoul d stand unless a court conclu des that 
ti^pnblic interest would be served by a vacatur.'" 

Id. at 26 {T-*^^V ^-^'"^^ ^^^""^'^ ^^^^^ Kpbii.hiki Kaisha v. U.S. Philips 

Com, 510 U.S. 27, 40 (1993) (Stevens, J., dissenting)) (other internal 

citations and quotations omitted) (emphasis added). 

In its motion, FDA offered no substantive reason why the district 

court's decision should be vacated, but rather simply contends that the 
alleged moomess, in and of itself, requires the requested vacatur. FDA Brief 
at 15. U.S. Bancorp makes clear, however, that vacamr is discretionary and 
should be evaluated under an equitable standard that takes account of the 
public interest. In this case, equity and the pubhc interest dictate that FDA's 
request should be denied. U.S. Bancorp , 5 1 3 U.S. 1 8. 

Although lower court decisions in mooted cases are sometimes 
vacated where the losing party and the appellate court did not have a full and 
fair oppormnity to address the underlying legal issue prior to its becoming 
TOOOt, see United States v. Munsingwear, Inc, 340 U.S. 36, 40 (1950), that is 
clearly not the simation here. The district court carefully and narrowly 
applied the holdings of this Court in Teva I in light of the fact that on 
remand, FDA offered no justifications for its action that were not previously 
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presented to this Court. See TeB 1999 WL 1042743, JA 259 ("to the 
extent that the FDA has taken the position that nothing short of a holding on 
the merits can satisfy the court-decision trigger, ... this position was rejected 
by the Court of Appeals.")- Thus, FDA cannot and does not argue that it 
was denied a full and fair opportunity to present its case, nor that this Court 
has not had the opportunity to fully consider the legal issues raised by the 

decision below. 

In addition, the agency's past history in similar circumstances, as well 

recent FDA policy pronouncements, reflect FDA's intent to disregard the 
interpretation of the statutory "court decision trigger" provisions enunciated 

this case, Teval, 182 F.3d at 1009, and in Mova Phamiaceuticals Corp. v . 



as 



m 



Shalala, 140 F.3d 1060 (D.C. Cir. 1998), and as applied in the district court's 
decision. FDA recently announced that ' Ttihe agency has rejected this 
inter pretation of the statute ." See 64 Fed. Reg. 42,873, 42,881 (Aug. 6, 
1 999) (emphasis added). In this light, Teya is concerned that FDA would 
use a vacatur of the district court decision as an excuse to continue its mis- 
application of the statute to refuse to even consider whether future Hatch- 
Waxman Declaratory Judgment Action dismissals qualify as Court Decision 
Triggers. Such abdication of the agency's statutory duties would lead to 
protracted uncertainty and added expense for generic drug companies, and 
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further delays in the onset of generic competition for many important drug 
products, thus frustrating the clear Congressional intent of the Hatch- 
Waxman amendments to facilitate prompt generic competition. _Sie.Seronp 
Laboratories, Inc. v. Shalala, 158 FJd 1313, 1320 (D.C. Cir. 1998); Mead 
Johnson P h.rm. Group v. Bowen , 838 F.2d 1332, 1333 (D.C. Cir. Nov. 13, 



very 



1988)). 

Teva's concern is not speculative. Indeed, the agency employed this 

strategy ten years ago. In Inwood Laboratories, In c. v. Young, 723 F. 

Supp. 1523 (D.D.C. 1989), vacated as moot, 43 F.3d 712 (Table) (D.C. Cir. 

1 989), the district court squarely rejected FDA's statutory interpretation that 

a first Paragraph IV ANDA applicant must have been sued for patent 

infringement and have successfully defended such a suit in order to qualify 

for the 1 80-Day Delay Period. The district court thus enjoined FDA from 

approving any subsequent Paragraph IV ANDA for 1 80 days after the first 

applicant in that case (which had not been sued) began commercial 

marketing of its drug. Id, at 1526. The FDA appealed, but tlie 180-Day 

Delay Period expired before the appeal was decided. The appeal was then 

dismissed, and the district court decision vacated. Jd. However, rather than 

accepting the court's well-reasoned inteipretation, FDA - relying upon the 



vacatur 



of the Inwood decision - adhered to its flawed interpretation for 
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nearly ten more yea« until this Court decided the Mova case in April 1998, 



As 



FDA explained in the preamble to its 1 994 final rule on generic 



exclusivity issues: 

Thus consistent with the agency's longstanding inteipretation 
of lie act, § 314.107(c) applies only when the first apphcant has 
been sued. Although , as the comments state, one Federa l 
district rnurt reached a co ntrary conclusion the agency 

^bidihiTdidii^iT^^ 

^s\noot (Inwood Laboratories, Inc. v. ^^"«f ' 723 R^Supp^ 
1523 (D D C. 1989), vacated as moot, no. ^^-:>ZVJ iu.^. ^n-, 
Novembers, IQ^Q) T>.P^p^ncv has not altered its 
interpretation of the act . 

Fed. Reg. 50,338, 50,353 (comment response 72) (Oct. 3, 1994) 



59 



(emphasis added). 

Here, if FDA's request to vacate the district court decision is granted, 

the agency may once again refuse to acknowledge the legal reality that one 
of its stamtory interpretations does not square with the controlling stamtory 
provisions, notwithstanding judicial decisions to the contrary. The Third 
Circuit recently addressed a similar situation involving a Drug Enforcement 
Administration ("DEA") request for vacatur of an adverse judicial mling in a 
case mooted by the death of the individual who had challenged a DEA 
administrative action. In ^^^^^Efsy^M^, 105 F. 3d 112, 116 (3d Cir. 
1996), the Court denied the DEA's request to vacate the circuit's prior 
decision primarily in order to prevent future DEA misapplication of the 
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statutory provisions ruled upon by the Court in that case. As the Court 

explained: 

Our previous opinion carefully analyzed the DEA's 
interpretation of [the statute] and concluded that the DEA 
had wrongly interpreted and applied the statute .... As 
DEA is the sole agency authorized to revoke registrations 
under this statute, and as DF.A will likely continue to 
ap ply its erroneous interpretati on absent a binding 
r nntrarV interpretation, a decision declaring and 
clarifying the law that DEA must apply in every 
revocation case is of utmost importance. In hght of the 
complete absence of case law interpreting the relevant 
statute we believe it would not be pr udent to withdraw 
our opinion . This is especially so given the fact that we 
can see no unfairness to the DEA in allowing the 
decision to stand. The DEA had a full and fair 
opportunity to present its case and convmce this coiM 
that the DEA had correctly interpreted and applied the 

law. 
H^im phrevs v. DEA , 105 F. 3d at 1 16 (emphasis added). 



Similarly, vacalm of this important case might well require future 
generic drug applicants to needlessly bring FDA back to court to re-litigate 
these very same issues, thus wasting scarce judicial resources, as well as the 



resources 



of the companies involved, and the agency itself. Because FDA's 
preferred interpretation has already been folly litigated in this case, carefully 
considered in Mova, and rejected in both cases, the public interest would be 
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adversely affected by granting FDA's motion to vacate the district court's 
decision, and that element of FDA's motion should be denied. 



CONCLUSION 



For the reasons stated herein, Teva respectfully urges the Court to 
affirm the di strict court's final judgment and injunction. 
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